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Art Unit: 3731 

DETAILED ACTION 

Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 28, 30-32, 36, 37, 50, 54, 56, 57, 63 and 85-95 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Maseda (US 6,514,237) in view of Couvillon 
(US 2003/0236531). 

Regarding claim 28, a medical device comprising an elongate body 114 adapted 
for insertion into a body lumen, said elongate body having distal and proximal ends and 
an axis; an inflatable balloon 1 18 disposed about a distal region (magnified section, 
Figure 5) of the elongate body; and an active region comprising a conductive polymer 
500 disposed over the elongate body. Maseda fails to disclose that the conductive 
polymer is at least partially beneath the balloon. Maseda discloses: the electroactive 
polymer strands may be incorporated into various segments (or any segment) of the 
device so that the device expands like and mimics a balloon in a balloon catheter (col. 

3. lines 3- 6); the circumferentially arranged band of composite strands expands and 
functions like a balloon (col. 6, lines 47-59); the balloon itself may incorporate the 
composite strands (col. 8, lines 6-9). Therefore, it would have been obvious to one of 
ordinary skill in the art to have incorporated the conductive polymer strips 500 in the 
balloon, on the balloon or under the balloon in order to expand the balloon, as it would 
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be readily apparent to one of ordinary skill in the art that the balloon could be expanded 
by the strips with either orientation. Maseda fails to specifically disclose other types of 
electroactive polymers, such as those which are actuated by volumetric expansion, but 
clearly indicates that the electroactive polymer used in his disclosure is for explanatory 
purposes only (col. 4, lines 44-48). Couvillon discloses the device as previously made 
of record which utilizes circumferentially arranged, longitudinal strips 110 (Figure 4 or 
7A/B embodiments) which comprise a volumetrically expanding electroactive polymer 
112. It would have been obvious to one of ordinary skill in the art to have used the 
strips of Couvillon to expand the balloon of Maseda because alternate forms of 
electroactive polymers are suggested by Maseda and the Couvillon arrangement of 
strips closely resembles that 500 of Maseda. Couvillon also discloses that the strips 
can be arranged under a radially expanding member 104 in order to expand it to a 
cross-sectional shape resembling the cross-sectional shape of a balloon. This would 
provide further motivation to place the strips under the balloon of Maseda. With this 
combination the strips would contain a passive deformable member 120 disposed over 
the elongate body and beneath the inflatable balloon, wherein, when the active region is 
exposed to an electrical potential, the active region would cause the passive deformable 
member to expand in at least one radial dimension moving at least a portion of the 
inflatable balloon from a substantially uninflated state to a first expanded state. 
Regarding claim 30, the passive deformable member is adapted to radially advance a 
proximal portion of the inflatable balloon when the active region is exposed to the 
electrical potential (evident from the above explanation - all portions of the balloon are 
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intended to radially advance). Regarding claim 31 , the passive deformable member is 
adapted to radially advance proximal and distal portions of said inflatable balloon when 
said active region is exposed to said electrical potential (evident from the above 
explanation). Regarding claim 32, passive deformable member is adapted to radially 
advance proximal, central and distal portions of said inflatable balloon when said active 
region is exposed to said electrical potential (evident from the above explanation). 
Regarding claim 36, since the ends of the strips meet in a continuous circumferential 
band and are attached to the actuators 1 1 0 in Couvillon (Figure 8A and 8B), it would 
have been obvious to one of ordinary skill in the art to have provided the actuators in 
this form since there geometry disclosed and they could function as a band or as strips. 
Regarding claim 37, active region is provided over said elongate body in the form of a 
longitudinal member (see Figures 4 or 7A/7B of Couvillon). Regarding claim 50, 54, 56, 
57 and 85, Maseda discloses a balloon catheter as described above and capable of 
expanding a stent, comprising: a catheter shaft 1 16 adapted for insertion into a body 
lumen of a patient, said catheter shaft defining an inflation lumen (defines interior 
circumference of lumen - Figure 2); an inflatable balloon 1 18 disposed about a distal 
region of said catheter shaft, wherein the interior of said inflatable balloon is in fluid 
communication with said inflation lumen (col. 4, lines 20-24). Maseda fails to disclose 
the above strips in a recess as claimed. Maseda does disclose that the active region or 
strips can be disposed in grooves in catheter 114 (col. 6, line 44 - referring to 
mechanical means disclosed in col. 5, lines 60-61). Therefore, with the above 
modification, it would have been obvious to one of ordinary skill in the art to have 
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disposed the strips in grooves or recesses in catheter 1 1 6. With the above 
combination it is evident that an inner surface of the one or more electrically actuated 
members is attached to an outer surface of the catheter shaft 116 and an outer surface 
of the one or more electrically actuated members is configured to be in contact with an 
inner surface of the inflatable balloon, wherein, when activated, said one or more 
electrically actuated members radially expand such that the outer surface of the one or 
more electrically actuated members contacts the inner surface of the inflatable balloon 
and transforms said inflatable balloon from a radially contracted state in which said 
balloon catheter is more readily inserted into said body lumen of said patient to a first 
radially expanded state, wherein said inflatable balloon is configured to be further 
expanded to a second radially expanded state with an inflation media received via the 
inflation lumen, wherein the second radially expanded state is larger than the first 
radially expanded state. Maseda fails to explicitly disclose a stent. Maseda discloses 
that the invention addresses the problem of steering stent-carrying angioplasty balloons 
(col. 1 , lines 14-32). Therefore, it would have been obvious to one of ordinary skill in 
the art to have used the Maseda device to deliver a stent placed on the balloon in order 
to provide better steering. Regarding claim 86, a sealed structure 120 (of Couvillon) 
encloses the active region, an electrolyte 114 and a counter electrode 118. Regarding 
claims 87-89, as claimed members 1 18 of Couvillon can be considered as the 
radiopaque bands (paragraph 0074) and member 114 (Figure 10C) or 120 (Figure 10A) 
can be considered as the active region. Regarding claim 90, the proximal marker and 
the distal marker are configured to have an outer diameter that is greater than the outer 
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diameter of the one or more electrically actuated members when the one or more 
electrically actuated members are in a non-activated state (Figure 10A). Regarding 
claim 91 , a first marker (proximal 112; Figure 10B) is slidably disposed about the 
elongate body and engaged to the active region; and a second marker (distal 112; 
Figure 10B) fixedly disposed about the elongate body, and wherein the passive 
deformable member is disposed between the proximal marker and the distal marker 
(Figure 7A and 7B). Regarding claim 92, the active region causes the passive 
deformable member to expand in at least one radial dimension by sliding the first 
marker along the elongate body towards the second marker (Figures 7A and 7B). 
Regarding claim 93, the first marker is proximal of the second marker (several members 
1 12 would be proximally located in the Figure 7A and 7B embodiment and would slide 
as claimed). Regarding claims 94 and 95, Maseda fails to disclose that the balloon is 
rubber or elastic, however, this material is well-know in the art for dilation balloons 
similar to 1 18 and it would have been obvious to one of ordinary skill in the art to have 
constructed the balloon of Maseda from these materials. 

Response to Arguments 
Applicant's arguments filed November 23 rd 2010 have been fully considered but 
are moot in view of the new combination between Maseda and Couvillon. 

Conclusion 

3. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

4. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Thomas McEvoy whose telephone number is (571)270- 
5034. The examiner can normally be reached on M-F, 9:00-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on 571-272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

5. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
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Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Thomas McEvoy/ 
Examiner, Art Unit 3731 



